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‘It is especially important not to use’ (se-
lect ‘‘aspirin” or ‘‘carbaspirin calcium,” as
appropriate) ‘‘during the last 3 months of
pregnancy unless definitely directed to do so
by a doctor because it may cause problems in
the unborn child or complications during de-
livery.”

[47 FR 54757, Dec. 3, 1982, as amended at 55
FR 27784, July 5, 1990; 59 FR 14364, Mar. 28,
1994; 64 FR 13286, Mar. 17, 1999]

§201.64 Sodium labeling.

(a) The labeling of over-the-counter
(OTC) drug products intended for oral
ingestion shall contain the sodium con-
tent per dosage unit (e.g., tablet, tea-
spoonful) if the sodium content of a
single recommended dose of the prod-
uct (which may be one or more dosage
units) is 5 milligrams or more. OTC
drug products intended for oral inges-
tion include gum and lozenge dosage
forms, but do not include dentifrices,
mouthwashes, or mouth rinses.

(b) The sodium content shall be ex-
pressed in milligrams per dosage unit
and shall include the total amount of
sodium regardless of the source, i.e.,
from both active and inactive ingredi-
ents. The sodium content shall be
rounded-off to the nearest whole num-
ber. The sodium content per dosage
unit shall follow the heading ‘‘Other
information’ as stated in §201.66(c)(7).

(c) The labeling of OTC drug products
intended for oral ingestion shall con-
tain the following warning under the
heading ‘““Warning”’ (or ‘“Warnings’ if
it appears with additional warning
statements) if the amount of sodium
present in the labeled maximum daily
dose of the product is more than 140
milligrams: ‘‘Do not use this product if
you are on a sodium-restricted diet un-
less directed by a doctor.”

(d) The term sodium free may be used
in the labeling of OTC drug products
intended for oral ingestion if the
amount of sodium in the labeled max-
imum daily dose is 0 milligram. For ex-
ample, a product containing 0.4 (round-
ed-off to zero (0)) milligram sodium per
tablet with directions to take one tab-
let daily may use the term ‘‘sodium
free”” in its labeling. However, when
the recommended dose provides for
taking more than one dosage unit per
day, e.g., take one or two tablets, or
take two tablets, the same product
containing 0.4 milligram sodium per
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tablet shall not use the term ‘‘sodium
free”” because the labeled maximum
daily dose contains 0.8 milligram so-
dium.

(e) The term very low sodium may be
used in the labeling of OTC drug prod-
ucts intended for oral ingestion if the
amount of sodium in the labeled max-
imum daily dose is 35 milligrams or
less.

(f) The term low sodium may be used
in the labeling of OTC drug products
intended for oral ingestion if the
amount of sodium in the labeled max-
imum daily dose is 140 milligrams or
less.

(g) The term salt is not synonymous
with the term sodium and shall not be
used interchangeably or substituted for
the term sodium.

(h) The terms sodium free, very low so-
dium, and low sodium shall be in print
size and style no larger than the prod-
uct’s statement of identity and shall
not be unduly prominent in print size
or style compared to the statement of
identity.

(i) Any product subject to this para-
graph that contains sodium bicarbon-
ate, sodium phosphate, or sodium
biphosphate as an active ingredient for
oral ingestion and that is not labeled
as required by this paragraph and that
is initially introduced or initially de-
livered for introduction into interstate
commerce after April 22, 1997, is mis-
branded under sections 201(n) and 502
(a) and (f) of the Federal Food, Drug,
and Cosmetic Act (the act).

[61 FR 17806, Apr. 22, 1996, as amended at 62
FR 19925, Apr. 24, 1997; 64 FR 13286, Mar. 17,
1999]

EFFECTIVE DATE NOTE: At 62 FR 19925, Apr.
24, 1997, the effective date for §201.64 (a)
through (h) was delayed until further notice.

§201.66 Format and content require-
ments for over-the-counter (OTC)
drug product labeling.

(a) Scope. This section sets forth the
content and format requirements for
the labeling of all OTC drug products.
Where an OTC drug product is the sub-
ject of an applicable monograph or reg-
ulation that contains content and for-
mat requirements that conflict with



